AD

Award Number: W81XWH-05-2-0015

TITLE: FACILITATING SMOKING CESSATION AND PREVENTING RELAPSE IN
PRIMARY CARE: MINIMIZING WEIGHT GAIN BY REDUCING ALCOHOL
CONSUMPTION

PRINCIPAL INVESTIGATOR: Mark B. Sobell, Ph.D., ABPP

CONTRACTING ORGANIZATION: Nova Southeastern University
Fort Lauderdale, Florida 33314

REPORT DATE: January 2012

TYPE OF REPORT: Final

PREPARED FOR: U.S. Army Medical Research and Materiel Command
Fort Detrick, Maryland 21702-5012

DISTRIBUTION STATEMENT: Approved for Public Release;
Distribution Unlimited

The views, opinions and/or findings contained in this report are those of the author(s) and
should not be construed as an official Department of the Army position, policy or decision
unless so designated by other documentation.



REPORT DOCUMENTATION PAGE oMo N Do o168

Public reporting burden for this collection of information is estimated to average 1 hour per response, including the time for reviewing instructions, searching existing data sources, gathering and maintaining the
data needed, and completing and reviewing this collection of information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for reducing
this burden to Department of Defense, Washington Headquarters Services, Directorate for Information Operations and Reports (0704-0188), 1215 Jefferson Davis Highway, Suite 1204, Arlington, VA 22202-
4302. Respondents should be aware that notwithstanding any other provision of law, no person shall be subject to any penalty for failing to comply with a collection of information if it does not display a currently
valid OMB control number. PLEASE DO NOT RETURN YOUR FORM TO THE ABOVE ADDRESS.

1. REPORT DATE 2. REPORT TYPE 3. DATES COVERED
January 2012 Final 27 December 2004 — 26 December 2011
4. TITLE AND SUBTITLE 5a. CONTRACT NUMBER
FACILITATING SMOKING CESSATION AND PREVENTING RELAPSE IN 5b. GRANT NUMBER
PRIMARY CARE: MINIMIZING WEIGHT GAIN BY REDUCING ALCOHOL W81XWH-05-2-0015
5c. PROGRAM ELEMENT NUMBER
6. AUTHOR(S) 5d. PROJECT NUMBER
Mark B. Sobell, Ph.D. 5e. TASK NUMBER

5f. WORK UNIT NUMBER
E-Mail: sobellm@nova.edu

7. PERFORMING ORGANIZATION NAME(S) AND ADDRESS(ES) 8. PERFORMING ORGANIZATION REPORT
NUMBER

Nova Southeastern University
Fort Lauderdale, Florida 33314

9. SPONSORING / MONITORING AGENCY NAME(S) AND ADDRESS(ES) 10. SPONSOR/MONITOR’S ACRONYM(S)
U.S. Army Medical Research and Materiel Command
Fort Detrick, Maryland 21702-5012

11. SPONSOR/MONITOR'S REPORT
NUMBER(S)

12. DISTRIBUTION / AVAILABILITY STATEMENT
Approved for Public Release; Distribution Unlimited

13. SUPPLEMENTARY NOTES

14. ABSTRACT

A randomized controlled trial was conducted evaluating two smoking cessation interventions for use in primary care settings.
Both included the nicotine patch and buproprion (Zyban) if desired. The Brief Counselor Assisted Program (BCAP; 2 in person
and 2 telephone counseling sessions) combined motivational interviewing and behavioral counseling with an emphasis on
reducing alcohol consumption to minimize weight gain. Participants in the Self-Guided Program (SGP) received a pamphlet
discussing change strategies for tobacco cessation, minimizing weight gain, and how to plan for and deal with possible
relapses. Current smokers at 3-month follow-up were randomized to receive no further counseling or an in person booster
session focusing on obstacles to change. There were 317 participants, 158 in BCAP and 159 in SGP. Followup was completed
on 92.1% of participants at 3-months, 90.9% at 6-months, and 84.5% at 12-months. Of those found at 3- months, 45.6% of
BCAP and 32.7% of SGP participants were non-smokers in an intent to treat analysis (p=.019). The treatment conditions did
not differ significantly at 6- and 12-month follow-up. Weight loss and alcohol reduction changes did not mediate the 3-month
effect. Likewise, the analysis of booster session effects at 6- and 12-month follow-ups did not find significant difference
between those who received and did not receive booster session.

15. SUBJECT TERMS
smoking cessation, weight, alcohol, stepped care, primary care

16. SECURITY CLASSIFICATION OF: 17. LIMITATION 18.NUMBER | 19a. NAME OF RESPONSIBLE PERSON
OF ABSTRACT OF PAGES USAMRMC
a. REPORT b. ABSTRACT c. THIS PAGE 19b. TELEPHONE NUMBER (include area

U U U U U 59 code)




Table of Contents

Key Research Accomplishments...........ccocoiiiiiiiiiiiiiiin e

Reportable OQUtCOMEeS.........ccoviiiiiii e e e r e e eaeas

(090 o To3 L1 =1 o] o 1=

{202 (=1 0= 0 Lo = 1= 7

Y o1 o =Y o Lo 1o =



Final Report Award Number W81XWH-05-2-0015
Introduction

This report summarizes progress made on Award Number W81 XWH-05-2-0015 for the project
year from December 27, 2010 through December 26, 2011, and for the overall project for
which grant funding has now ended. The project, “Facilitating Smoking Cessation and
Preventing Relapse in Primary Care: Minimizing Weight Gain by Reducing Alcohol
Consumption,” involved developing and testing a brief smoking cessation intervention for use
in primary care settings. The intervention was intended to help participants stop smoking
cigarettes and stay quit by use of motivational interviewing, behavioral counseling and nicotine
replacement therapy, with an emphasis on reducing alcohol consumption as a strategy for
minimizing weight gain related to smoking cessation. Participants were randomly assigned to
one of two groups: a Brief Counselor Assisted Program (BCAP), or a Self-Guided Program
(SGP), with the nicotine patch and buproprion (Zyban) available to all participants. Participants
in the BCAP attend two 30-minute clinic appointments and have two counseling sessions by
phone over a period of 8-10 weeks, where tobacco cessation skills were integrated with weight
and alcohol reduction strategies. Participants in both groups received handouts describing
nicotine pharmacotherapy. Participants in the BCAP group also received a Participants in the
SGP received, in addition to the medication, a pamphlet discussing the most effective
behavioral change strategies for tobacco cessation, how to minimize weight gain, and how to
plan for and deal with possible relapses. The pamphlet the SGP participants received by called
“You can quit smoking,” and it was produced by the Department of Health and Human
Services. A copy is included in the appendix to this report. Current smokers at 3-month follow-
up, blocked by original group assignment, were randomized either to receive no further
counseling or to attend one clinic booster session focusing on dealing with their individual
obstacles to change. All participants were scheduled to be followed up for 12 months, and
follow-up data were gathered for more than 85% of participants at 3, 6 and 12 months. The
study addressed three research questions: (1) Does an alcohol reduction strategy designed to
minimize weight gain produce higher smoking cessation rates than a control treatment? (2)
Does participation in a tobacco cessation program that includes an alcohol reduction
component lessen the risk of relapse? (3) Does providing a stepped care intervention (booster)
for participants who initially are unsuccessful at stopping improve long-term tobacco cessation
rates? Using intent to treat analyses where participants either not located for follow-up or who
refused to be interviewed were classified as still smoking, it was found that participants in the
BCAP condition had a higher smoking cessation rate than participants in the SGP condition at
the 3-month follow-up but the difference was not significant at the 6- or 12-month follow-ups.
The difference between the groups was not mediated by a reduction in alcohol consumption or
a difference in weight gain. Participants who stopped smoking had a larger weight gain than
those who did not stop smoking, but this was not significantly related to treatment condition.
Finally, the booster did not produce a higher cessation rate at 6- and 12-month follow-up than
occurred for those participants who did not receive a booster session.



Body

The original Statement of Work was itemized for each investigator and consultant and
by necessity, therefore, included considerable redundancy. To make this report better
organized and easier to follow, we first discuss performance of the project toward
objectives shared among the investigators. Following that, individual Statements of
Work will be presented.

During the past project year our focus was on completing the formal analyses of the
data and getting started on publications. Our final sample consisted of 317, with 158 in
the BCAP group and 159 in the SGP group. To attain this sample we had contact with
1,391 total individuals, and of those we screened 1,296 (48 were not screened because
they first asked if we offered Chantix, and when they found out we did not offer it they
withdrew from consideration because they could receive Chantix through the smoking
cessation program at the base Health and Wellness Center; 47 left initial contact
information but never responded to repeated attempts to contact them). The major
reasons for screening out were not enough alcohol consumption (549 of 961 total
screenouts, or 57%), and wanted Chantix (42), followed by a variety of other reasons
such as not wanting to be further contacted. Beside wanting Chantix, which could not be
made available because it would have introduced a new medication midway through the
trial and possible adverse side effects of Chantix were under investigation at the time,
the major reason for screening out was not meeting the alcohol consumption criteria (=
4 drinks per week). This was unexpected because, as described in the original grant
proposal, the 2002 DoD Survey of Health-Related Behaviors among Military Personnel
reported that, among other things, more than 40% of DoD personnel drank 5 or more
drinks at least monthly. In screening for our project, however, more than half of the
screenouts resulted from insufficient alcohol consumption. This occurred even after we
received approval to reduce our screening criterion from a minimum of 7 drinks per
week on average to a minimum of 4 drinks per week. As noted in previous grant reports,
we believe the most parsimonious and credible explanation for the high rate of potential
participants screen out due to the alcohol consumption criterion is that of alcohol
consumption at screening may have been underreported because our informed consent
form was required to include the statement “complete confidentiality cannot be
promised, particularly for military personnel, because information regarding your health
may be required to be reported to appropriate medical or command authorities.” This is
in contrast to surveys for which respondents typically can remain anonymous. The
ultimate consequence of potential participants not meeting the alcohol consumption
criterion as that our final sample was smaller than we had wished (the original target
sample size was 682). The reduced sample still allowed us to compare smoking
cessation rates for the two conditions, but it greatly reduced power for other potential
analyses, such as conducting separate analyses for gender. It also compromised the
ability to evaluate the effect of the booster, again due to greatly reduced power.



Results
Participant Characteristics

Table 1, below, presents participant characteristics for the two treatment conditions and
supports the intent of the randomization because no group differences were statistically
significant.

Table 1. Characteristics of participants in the two treatment conditions: Brief Counselor
Assisted Program (BCAP, n = 158) and Pharmacotherapy plus Pamphlet (PP, n = 159)
Group

Variable BCAP (n=158) PP (n=159)
Mean (SD) yrs age 37.3 (13.1) 37.6 (12.9)
% Male 69.6 72.3
% Married 62.7 58.5
% White/Caucasian 72.2 68.6
M (SD) yrs education 13.7 (1.7) 13.5(1.8)
% Active duty 63.3 64.8
M (SD) Fagerstrém score 3.7 (2.2) 4.0 (2.1)
M (SD) yrs regular smoker 18.1 (12.9) 18.7 (13.0)
% Health most important reason to quit 79.1 76.7
M (SD) no. past quit attempts 6.1 (6.0) 5.9 (6.2)
% Definitely quit next 2 wks. 44.9 47.8
% Definitely be non-smoker in 6 mos. 40.5 43.4
% Definitely quit in next 6 mos. 791 80.4
M (SD) readiness to quit score (1-5) 4.7 (.5) 4.6 (.5)
M (SD) importance of goal (0-100%) 81.8 (15.1) 80.6 (15.4)
M (SD) confidence reach goal (0-100%) 82.2 (18.5) 82.0 (19.3)
M (SD) concern with weight gain (1-10) 6.7 (2.9) 6.7 (3.0)
M (SD) days = 5 drinks past yr. 19.9 (44.0) 16.3 (34.4)

Note: No differences were statistically significant
Follow-Up Rates

A strong point of the implementation of the project was that our rate of retrieving data for
follow-up was excellent, especially for a large scale study. Despite high follow-up rates,
data were obtained from somewhat fewer GSP patrticipants than BCAP participants.
These differences were taken account of in intent to treat analyses. These analyses
were conservative and considered all participants without data at an interval to be
smoking. Because at all three points more GSP than BCAP participants were not
included in follow-up, the strategy of considering all not found participants to be still



smoking would, if anything, favor the BCAP group in the intent to treat analyses (i.e., the
number of participants still smoking may have been artificially high because some of
those not located for follow-up may have quit smoking).

Interval BCAP GSP Combined p BCAP vs
GSP
3 Months 95.0% 89.2% 92.1% 0.045
6 Months 91.1% 90.6% 90.9% 0.507
12 Months 89.2% 79.9% 84.5% 0.015

Smoking Cessation Outcomes

To assess the relationship of pretreatment variables to smoking status, first a set of
bivariate correlations were calculated between variables and smoking status. Variables
significant in those analyses were then used in a logistic regression analysis using an
intent to treat approach.

For 3-month follow-up smoking status, significant bivariate predictors were treatment
condition, participants’ ratings of he likelihood they would have quit smoking within the
next six months, participants’ ratings of their confidence that they would quit smoking,
and participants’ scores on the Fagerstrém scale of nicotine dependence. In the
regression analysis, controlling for the above variables, treatment condition was still
significant (B = -1.73, p = .002). Similar results were found when the analysis was run
using only those participants found for follow-up. The hypotheses regarding reduced
drinking leading to less weight gain as mediating factors for the BCAP group were not
supported in mediation analyses.

Findings of the intent to treat analyses for all three follow-up points are displayed below.
Smoking status was determined by use of a 7-day pre-interview window, which is a
standard for the field. Only at the 3-month point did the group outcomes differ
significantly.
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3 months 45.6% 32.7% 5.508 .019
6 months 37.3% 30.2% 1.813 .178
12 month 32.9% 23.3% 3.648 .056

Further analyses showed that no demographic variables differed between smokers and
quitters at 3 months.

Moderation analyses for the 3-month outcomes (since there was a significant difference
between treatment groups) found two moderating variables. Average drinks per week
reported at baseline was dichotomized using a median split. It was found that
participants who were lighter drinkers prior to entering the study had a higher quit rate at
three months if they were in the BCAP condition (B=0.118, p =.008).



Estimated Quit Rate ( 3m)
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The other moderating variable was baseline intention to quit in the next six months (B =
-1.370, p = .023). In this case, those who definitely intended to quit had a higher quit
rate than those who were not as confident, no matter what the treatment condition. In
practical terms, however, the advantage was only around a 5-7% higher rate of quitting.

Estimated Quit Rate (3m)

Treatment ====Control

60.0%
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30.0% —
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other definitly yes

Do you intend to quit in the next 6 months?

Because treatment condition did not have a significant effect at the 6- and 12-month
follow-up intervals, mediation analyses would not be appropriate, and no potential
moderators were significant in regression analyses.

Completer Outcomes

The above findings derive from intent to treat analyses where participants not found for
follow-up were considered to still be smoking. Further analyses were conducted using



only those participants for whom data were collected. Obviously in cases of uneven find
rate this risks biasing conclusions and affecting external validity. Nevertheless, this
analysis basically replicated the intent to treat results in that group differences were
significant at 3-month follow-up but not at 6- or 12-month follow-ups. This analysis also
examined demographic variables as related to 3-month outcome. No demographic
characteristics differentiated smokers from quitters at 3-month follow-up. By Chi-square
analysis, the 3-month difference was statistically significant (X? = 8.250, p = .004), but 6-
month (X?=1.799, p> .05) and 12-month differences (X? =1.807, p > .05) were not
statistically significant.

Percent Not-Smoking at 3,6,9
months by Treatment

60.0%
51.1%
50.0%
41.0%

36.9%

40.0% 34.4% 33.3% 0 Treatment
29.1% Control

20.0%

3 months 6 months 12 month \

Smoking Cessation and Alcohol Reduction
Participants in both groups reported reduced alcohol consumption after entering the

study, but the relationship between drinking reduction and smoking cessation did not
differ by treatment condition, as displayed below.
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There was a very small difference in drinks consumed per week for participants who
had quit at 3 month follow-up versus those still smoking, but the difference was
negligible (slightly less than 7%). Note that participants in both groups had reduced their
drinking by about one-third.

Smoking Cessation and Weight Gain

Analyses of weight changes found, as typical for smoking cessation studies, that
participants who had quit smoking gained significantly more weight than those who did
not quit (f=-2.63, p = .009), but there was no difference between treatment condition.
Thus, neither weight change nor alcohol reduction distinguished the BCAP group from
the SGP group. Therefore the study hypotheses regarding mechanisms of change were
not supported by the study findings.

Booster Results
The analysis of Booster effects was compromised considerably due to the reduced
sample size. However, as clear in the below figure (Experimental = got booster session;

Control = no booster session), receiving a Booster session appeared to have no effect
on quit rates, as was confirmed by statistical analyses that were not significant.

11
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Presentations

Because it took longer than anticipated to recruit our sample and because data entry, cleaning,
and analysis took a long time, we have only made poster presentations of results to this time
but we are presently preparing for submission for publication the major manuscript describing
this randomized controlled trial and its results. We also have proceeded in this manner
because high quality journals recommend against piecemeal publication (i.e., investigators
submitting a number of manuscripts describing different findings from the same study) and
prefer manuscripts that provide most or all important findings in one major paper. Something
that also impacted our productivity, as happens with grants that involve military personnel as
investigators, was that with the exception of the principal investigator and one co-investigator
(the principal investigator’s spouse) all of the co-investigators moved to other positions during
the course of the grant. In most cases this was to non-military organizations such as the
National Institutes of Health and the University of Texas Health Sciences Center at San
Antonio and to positions with an emphasis on topics other than smoking cessation (e.g.,
posttraumatic stress disorder; kidney disease).

With regard to dissemination, many tools were generated for this project that can be made
available to others. These handouts largely involved reducing alcohol consumption and are
included in the appendices to this report. Unfortunately, although the results indicate that the
experimental intervention was successful in the short run (3-month follow-up), they also did not
find that reduced drinking and less weight gain served as mediators of the effectiveness as had
been hypothesized. Thus, although these aids can be made available and have clinical utility,
we cannot conclude that they were a mechanism of change in smoking cessation.

Statement of Work Completion

The following completes the body of this report in a more standard format, reporting
achievement of benchmarks approved in the May, 2008 revision of the Statement of Work for
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this project. Although the formal grant period has expired, we are continuing to work on grant
manuscripts and some further analyses. Thus, some of the following objectives are described
as ongoing. These all involve the preparation of reports and possibly some additional,
secondary data analyses.

Mark B. Sobell, Ph.D.

Nova Southeastern University

1. Hire project team members: YO1 M03 Completed

2. Finalize formal protocol, manuals: YO1 M09 Completed

3. Help coordinate, with the biostatistician, the development of the final assessment-
outcome measures database: YO1 M09 Completed

4. Monitor compliance with, and integrity of, the treatment protocols: Completed

5. Monitor the quality control of all the data collection required for the project: Completed
6. Generate reports on outcomes of each new patient cohort administered the treatment
protocols, in collaboration with the biostatistician: Primary analysis completed,
secondary analyses ongoing

7. Update previous reports with most recent patient cohort outcome data, in
collaboration with the biostatistician: Completed

8. Develop and implement plan to recruit a total of 350-400 subjects into the project by
Y04 M12. The plan included continued on site recruitment at the Kelly Family Medical
Clinic and the Wilford Hall Medical Center, use of occasional base wide emails, posters,
and other methods of solicitation as approved by the Wilford Hall Medical Center IRB. In
addition, on site recruitment will be established at the North Central Federal Outpatient
Clinic in San Antonio. Completed

9. Generate the final manuscripts of study results: Ongoing

10. Disseminate results and materials produced by the study: Ongoing

Linda C. Sobell, Ph.D.

Nova Southeastern University

1. Hire project team members: YO1 M03 Completed

2. Finalize formal protocol, manuals: YO1 M09 Completed

3. Help coordinate, with the biostatistician, the development of the final assessment-
outcome measures database: YO1 M09 Completed

4. Train personnel in project intervention: YO1 M12 Completed

5. Monitor compliance with, and integrity of, the treatment protocols: Completed

6. Monitor the quality control of all the data collection required for the project: Completed
7. Generate reports on outcomes of each new patient cohort administered the treatment
protocols, in collaboration with the biostatistician: Primary analysis completed,
secondary analyses ongoing

8. Oversee the conduct of project follow-up: Y04-05 M12 Completed

9. Generate the final manuscripts of study results: Ongoing

10. Disseminate results and materials produced by the study: Ongoing

Lt Col Alan Peterson, Ph.D.
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Wilford Hall Medical Center

1. Review/coordinate IRB approvals: Ongoing

2. Hire project team members: YO1 MO3 Completed

3. Secure office space for WHMC grant staff: YO1 M09 Completed

4. Finalize formal protocol, manuals: YO1 M09 Completed

5. Help coordinate, with the biostatistician, the development of the final assessment-
outcome measures database: YO1 M09 Completed

6. Coordinate the training of phone counselors this project: YO1 M12 Completed

7. Provide weekly clinical supervision of phone counselors and monitor compliance with,
and integrity of, the treatment protocols: Completed

8. Monitor the quality control of all the data collection required for the project: Completed
9. Generate reports on outcomes of each new patient cohort administered the treatment
protocols, in collaboration with the biostatistician: Primary analysis completed,
secondary analyses ongoing

10. Update previous reports with most recent patient cohort outcome data, in
collaboration with the biostatistician: Completed

11. Supervise WHMC military and grant staff in assessment and intervention
procedures:Y04 M12 Completed

12. Assist in developing and implementing a plan to recruit a total of 350-400 subjects
into the project by YO4 M12. The plan will include continued on site recruitment at the
Kelly Family Medical Clinic and the Wilford Hall Medical Center, use of occasional base
wide emails, posters, and other methods of solicitation as approved by the Wilford Hall
Medical Center IRB. In addition, on site recruitment will be established at the North
Central Federal Outpatient Clinic in San Antonio. Completed

13. Generate scientific conference presentations of study preliminary results: Completed
and continuing

14. Review/coordinate IRB amendments and annual reports: Completed

15. Generate the final manuscripts of study results: Ongoing

16. Disseminate results and materials produced by the study: Ongoing

Maj Christopher Hunter, Ph.D.

Wilford Hall Medical Center

1. Revise intervention manuals: YO1 M09 Completed

2. Assist in finalization of assessment instruments YO1 M09 Completed

3. Assist in training of military and grant staff to work in the primary care setting YO1
M09 Completed

7. Generate manuscripts of study results: Ongoing

Maj Christine Hunter, Ph.D.

Wilford Hall Medical Center

1. Help coordinate, with the biostatistician, the development of the final assessment-outcome
measures database: Completed

2. Help coordinate, with the biostatistician, the development of the final assessment-outcome
measures database: YO1 M09 1. Completed
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3. Assist in training of telephone counselors: YO1 M12 Completed
Assist in weekly supervision of phone counselors: Completed
4. Generate manuscripts of study results: On-going

Capt Jeffrey Goodie, Ph.D.

Wilford Hall Medical Center

1. Finalize formal protocol manuals: Yo1 M09 Completed

2. Assist in training staff to work in primary care setting: Y012 M12 Completed
3. Generate manuscripts of study results: Ongoing

Keith Haddock, Ph.D.

University of Missouri, Kansas City

1. Provide consultation on development of data base for study and computerize data
entry: YO1 M12 Completed

Carlos Poston, Ph.D.

University of Missouri, Kansas City

1. Provide consultation on development of data base for study and computerize data
entry: YO1 M12 Completed

Timothy Baker, Ph.D.

University of Wisconsin, Madison

1. Provide consultation on smoking cessation treatment protocol and development of
data base: YO1 M12 Completed

2. Help monitor integrity of study implementation: YO3 M06 Not needed

3. Provide consultation on data analysis strategies: Not needed

4. Provide consultation on interpretation of results: Not needed

Lt.Col. Ann Hryshko-Mullen, Ph.D. (Brought forward from the January 2009 annual report)
Dr. Hryshko-Mullen is a Wilford Hall Medical Center staff member added to the research team
after the Permanent Change of Station (PCS) of Capt. Jeffrey Goodie, Ph.D. in August 2005.
Dr. Mullen is the Chief of the Clinical Health Psychology Service at Wilford Hall.

1. Maintained Wilford Hall office space for all grant staff personnel: Completed

2. Coordinated with Lackland AFB Tobacco Cessation Program to limit any overlap or conflict
with proposed study and ongoing Tobacco Cessation programs: Completed

3. Manuals: Completed

4. Assist in training staff to work in primary care setting: Completed

5. Generate manuscripts of study results: Ongoing

Sangeeta Agrawal, M. Sc.
1. Conduct statistical analyses, consult on interpretation of findings: Completed,
consultation ongoing
2.
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Key Research Accomplishments.

= Achieved a high rate of data retrieval rate for follow-up.

= Short term results (3-month follow-up) found that significantly more participants in the
BCAP group quit smoking than had participants in the SGP group.

= However, weight loss minimization and alcohol reduction were not found to mediate the
group difference at 3-month follow-up.

= A large amount of materials were developed for the project that can be made available
to others conducting smoking cessation treatment. These materials are included as
appendices to this report,

Reportable Outcomes

As described above, although grant funding has now terminated work we are currently
proceeding to prepare for publication the main report of this randomized controlled trial.
Following completion of that task we will work on publishing findings of secondary data
analyses since we have a large data bank but the main study hypotheses were not supported.

Sobell, M Sobell, M.B., Peterson, A. L., Sobell, L.C., Hunter, C. L., Hunter, C. M., Alvarez, L.,
Brundige, A., Hryshko-Mullen, A.S., Isler, W.C., & Schmidt,S. (2006, May). Facilitating
Smoking Cessation and Preventing Relapse in Primary Care: Minimizing Weight Gain
by Reducing Alcohol Consumption. Poster presented at the 2006 Department of
Defense Military Health Research Forum, San Juan, Puerto Rico.

Sobell M. B., Peterson, A. L., Sobell, L. C., Hunter, C. L., Hunter, C. M., Alvarez, L., Brundige,
A., & Goodie, J. (2007, August). Alcohol Reduction to Facilitate Smoking Cessation and
Prevent Relapse. Poster presented at the Annual Meeting of the American
Psychological Association, San Francisco, CA

Sobell, M.B., Sobell, L.C., Peterson, A.L., Brundige, A., & Hryshko-Mullen, A. (2009, June).
Using reduced alcohol consumption as a strategy to minimize weight gain when
stopping smoking. Poster presented at the annual meeting of the Research Society on
Alcoholism. San Diego, CA.

Sobell, M.B., Peterson, A. L., Sobell, L.C., Hunter, C.L., Hunter, C.M., Brundige, A., Goodie,
J.L., & Mendoza, C. (2009, September). Smoking cessation: minimizing weight gain and
preventing relapse by reducing alcohol consumption. Poster presented at the
Congressionally Directed Medical Research Programs Military Health Research Forum,
Kansas City, M.

Sobell, M.B., Sobell, L.C., Peterson, A.L., Hunter, C.L., Hunter, C.M., Brundige, A., & Goodie,
J.L. (2010, August). Facilitating Smoking Cessation by Reducing Alcohol Consumption.
Poster presented at the Annual Convention of the American Psychological Association,
San Diego, CA.
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Conclusions

Although the final sample size was less than our target, our rates of retrieval of follow-up data
were very good. A surprising event was that insufficient alcohol consumption was the major
factor that screened potential participants out of the study. Our estimates of alcohol
consumption were based on anonymous military surveys. In the case of conducting this study,
research ethics required that the informed consent statement make clear that confidentiality
could not be absolutely guaranteed because the command would have access to all health
records. This may have deterred potential participants from accurately reporting their alcohol
consumption. The reduced sample size was a handicap for conducting certain analyses, such
as of the booster session and of variables like gender. The outcome analyses were conducted
as intent to treat analyses and therefore participants for whom follow-up data were not
collected were considered to be still smoking. The analyses found that participants in the
BCAP group had a higher smoking cessation rate at the 3-month follow-up than the GSP
group, but the group difference was not significant at either the 6-month or 12-month follow-up.
The significant different at the 3-month follow-up allowed further analyses regarding the study
hypotheses. It was found that although participants in both groups reported reduced drinking,
the difference between participants in the BCAP and GSP group were not significant.
Moreover, although those participants who quit smoking had gained more weight than those
who were still smoking, this difference also did not interact with group assignment. Thus,
although the BCAP group had a statistically significant advantage at the 3-month mark, that
advantage did not seem to be related to reduced drinking or to a lessened weight gain
associated with their treatment. It will be noted that in the attached pamphlet (one of the
appendices) given to the SGP participants, it does recommend that persons trying to quit
smoking reduce their drinking. Although this advice is extremely brief, it would be consistent
with reported drinking reductions in the SGP group. It was also found that participants who had
lower levels of drinking at baseline or who said they definitely planned to quit within the next six
months had higher quit rates than other participants. Having attended a Booster session after
the third session for participants who had not quit smoking likewise did not differentially affect
quit rates at later follow-ups. Finally, in the course of developing the study a large amount of
handout materials were developed that could be used by other programs. The overall
conclusion is that the experimental BCAP treatment produced a better smoking cessation
outcome in he short run than the GSP treatment, but not for the reasons hypothesized to be
mechanisms of change.
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Introduction

*Individuals who are advised to quit smoking by their medical
provider face barriers that make quitting difficult or unlikely.

*One such barrier to smoking cessation in the military is
concern about weight gain after quitting.

*This study targets smoking cessation and minimizing weight
gain in patients seen in primary care settings.

*A unique feature of this study is the use of a harm reduction
approach to reduce alcohol consumption as a means of
minimizing weight gain after smoking cessation.

In addition, it is expected that participants who reduce their
alcohol consumption will have a lessened risk of relapse to
smoking, since alcohol consumption is one of the strongest
correlates of smoking relapse.

Objectives

*The purpose of this study is to ascertain whether or not
combining smoking cessation training with alcohol use
reduction training will increase the likelihood of smoking
cessation, lessen the probability of relapse, and lessen the
probability of weight gain after quitting.

In addition, this study will test the impact of a stepped-care
intervention in improving smoking cessation rates among
those who are unsuccessful in quitting smoking.

Specific Aims

* This study will address three research questions:

1.Does a weight gain minimization through an alcohol
consumption reduction strategy produce higher smoking
cessation rates than a control treatment?

2.Does participation in a tobacco cessation program that
includes an alcohol reduction component lessen the risk of
relapse?

3.Does providing a stepped care intervention for participants

who are unsuccessful at stopping in the short-term improve

long-term tobacco cessation rates?

Methods - Design

*The first two hypotheses will be tested using a
two-group randomized design.

+Eligible participants, blocked by gender, will be
randomized to groups.

*For those who have not stopped smoking at the
three-month follow-up, half, blocked by initial
treatment condition, will be randomly assigned to
receive a booster session. Follow-up will be for
one year post-treatment.

Methods - Treatment
The Treatment Conditions are as follows:

1. Brief Counselor Assisted Program: Tobacco
cessation skills integrated with weight and
alcohol reduction strategies, including
nicotine replacement therapy (NRT) and
Bupropion SR. Two in-clinic sessions and two
phone sessions over a period of 8-12 weeks.

2.Self-Guided Program: Self-help pamphlet
discussing the most effective behavioral
change strategies for tobacco cessation, how
to minimize weight gain, and how to plan for
and deal with possible relapses. Bupropion
SR and NRT will be available.

* The booster session will focus on discussing

barriers to smoking cessation, development of a
new quit plan, and future relapse prevention.

Relevance

Participants

*The primary care clinics at Wilford Hall Medical Center will
be used to identify potential study participants.

*All participants will be eligible military medical beneficiaries.

Inclusion Criteria

1.Between 21 — 75
years of age

2.Smoke an average of
10+ cigarettes a day
for the past year

3.Consume 7+
standard drinks
with alcohol per
week on average

4.Be concerned about
gaining weight after
stopping smoking

5.Planning to stay in
the area for one
year.
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Exclusion Criteria

1. Pregnant, breastfeeding, or
planning to become pregnant.

2.Health conditions including
history of seizure, head injury,
eating disorder, liver disease and/
or hypertension that exclude use
of cessation medications.

3.Having taken prescription or
nonprescription weight-loss
medication within 6 months prior
to screening.

4.Medical profile (case-by-case
basis).

5. Weight loss of more than 10 Ibs in
the past 2 months

6.Enrolled in Basic Military
Training or Technical School
Training.

7.History of major depression

8.Use of antidepressant medication

9.Evaluation for alcohol abuse or<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>